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it Dec I??/ 

I I This eppGca&on has boon examined ^ Ra»noniivB to oommunfc«tion fited on A? Dec fl This action to made final. 



_- month (s), _ 



A shortened statutory period for response to this action to set to expire j_ 
LfajJure to respond within the period for response wffl cause the appBcatkm to become ab a ndoned. 35 U.S.C. 133 

Parti THE FOLLOWING ATTACHMENTS) ARE PART OF TUB ACTION: 



the data of this letter. 



1. O Notioe of Reference* Crted by Examiner, PTO-892. 
3. O Notice of Art Cited by Applicant. P TO- 1449. 
t5. n Information on How to Effect Drawing Changes, PTO-1474. 



2. □ Notioe re Patent Drawing. PTO-948. 

4. I I Notice of Informal Patent Application. Form PTO-152 

6. □ 



Part II SUMMARY OF ACTION 

,1.13. Claims I — II 



Of the above, claims 



. 2. □ Claims_ 

3. □ Claims. 

4. B Claims. 

5. CD Claims. 

6. □ Claim s_ 



t-3 tt-K 



_ are pending in the application, 
e withdrawn from consideration. : 
_ have been cancelled. 
_ are allowed 
_ are rejected. 
_ are objected to. 



_ are subject to restriction or election requirement. 



7. O This appfication has been filed with tnformaJ drawings under 37 C.F.R. 1 .85 which are acceptable for examination purposes. 

Formal drawings are required in response to this Office action. 
'9. Q Thexorrected or substitute drawings have been received c 



_!/ Under 37 C.F.R 1.84 these drawings 



are □ acceptable; □ not acceptable (see explanation or Notice re Patent Drawing, PTO-&48). 

- ■ has (nave) been □ approved by the 



10. 1 I The proposed addrtnnat or substitute sheetfs) of drawings, Bed 
examiner; Q disapproved by the examiner (see explanation). 

I 'I The proposed drawing correction, fited ; 



; has been □ approved; □ cfsapproved (see explanation). 



12. D Aduwwrledoetnent is made of the claim for priority under U.S.C. 119. The certified copy has □ been received □ not been received 
^ O been fBed in parent application, serial no. : Bed on 

' 13. 1 I Since this application anpnmrs to be in condrbon for allowance except for formal matters, prosec u tion as to the merits is closed in 
ft with the practice under Ex parte Ouayte. 1035 CD. 1 1; 453 O.O. 213. 



14, □ Other 



EXAMINER'S ACTION 



I 




Serial Sn. 532,294 -2- 
Art unit i,~^2 

Applicant * e election with travprse of Group I , claims 1-3 in 
Paper SSo. 4 is acknowledged. The traversal is on the ground ^s) 
that the product cannot be made by any other process, in 
particular the process of GB 1 395 777 and that the process of 
trroup I I could not be employed to make other products* Further, 
11 ( t ) he possibility of different classification of the groups c.f 
claims does not require the conclusion w . . This is not fauna 
persuasive because the process could indeed be employed to 
produce a materially different product the process could indeed 
be employed to produce a materially different product such as an 
hydroxyethy lated polysaccharide, e. g. cellulose * Further the GB 
i 395 777 teaches a C G - molar ratio of 0. 5-2. 0 which is 
equivalent to 5-20, and embraces that of the Group II claims. 

The requirement is still deemed proper and is therefore made 
FINAL. 

Claims 8-11 are deemed to be linking claims, which link 
Group 1 and Group II. 

The rejection of claims 1-2 under 35 U. £. C. 103 as obvious 

over Nitsch et al. is hereby expressly withdrawn. 

The following is a quotation of 25 U. B. C. 15§3 which tor .vis 
the basis for all obviousness rejections Bet forth in this Office 
action : 

A patent may not be ohtaineu though the-? invention is not 
identically disclosed or described as set forth m section 
102 of this title, if the differences between the subject 
matter caught to be patented and the prior art are such that 
the-* subject matter as a whole would have been obvious at the 
time the invention wa;-*j nadt* to a person having ordinary 



; -1 xr: t he art tn which j d suh ■ ject, tatter per tains. 
Pslent^ib-L^'ity L^hn U rsrt he negatived hy thp T^r.rer in which 
the Lion wa:.j 

Hubjoct natter d^ve-Uipen by sncther person,, which quo.l^l.\(?s 
an prior art only under subsection ' ± I or i g ' of ^eetinc 132 
of tnis title, shai L nnt preclude patents b;i i ity under th j 
serticn where the subvert, matter and t ho \v.:*d v n vent ion 

we: ; *e^ at the? tire the invention v a -3 m a d e , c w n e ci b y t h e v, o v.i e 
person or sub jeul tt; an uhl-ujui ion n.t a'jss i.gnr.ent to the same 
person. 

Claims 1-3 and arp rejent^d under 35 U. E. C. § 1^3 =».rj 

e x n g u r- pet en t a h 1 c? nvor ^itsnh e t a 1 . taken with S t a 1 e y 
r.anufautur.ing < HP 93n, 33^) and K;rrish±tr> Pharmaceutical <GB 1 395 
>77> . 

';'he rwi'erence to Wit'rsoh et al. teaches the pjeuuet^n/j da 
hydro*:yethyl starch useful a3 a plasma expander which nay inc lude 
starch derivatives having rc'.pcular wort ghtsr in the ro.-rjo ot' ? 
TTPferEMy, 2®^, to 4tn3, Saltons, which I within the 

range recited hy applicants in the instcnnt claltr.s* Kc^te column ~i 
t lines 21-144). At column 3 (lines 25-28) for e molar 
r-juhrstit^ti.oju r#f 0. 1 to ft. 8* "he rpfprpnrp tearher*; hydrolysis cf 
rimy lepectxn rich :-,t^r:.:h followed hy hydroxy ethyl at a on, ICotc? 
"-.0 J 2( li:f.ei , i 38-43) which teatrhez hydroiytic riecenpr^it^on, to 

an; j uut the starch/ product tc an acc ept ~ cle rroleeu.T ac weight, 
-et out at colu-n 3 (liner: 21-24). Note coJutt:-. 2 ; lines 44 et 
sec; ) whioh teethes? t he erploytfent c.**" an alhylene oir rie 1 3Ji t hr- 
presen<.:e c± alkali for the et her if .icaticn* l^te the pc-vr r ~ ra ph 
tridgzng crl;;r.n 2 to ce.U*:^- ? fez the ; -ur i.f r-.r v :>r. ,.;rf the 



product. Finally, note the conversion step of prnnur^ng a dry 
powder by spray drying at ro.l urn 3 ( \ine'-J 8-20 > • The process 
rteps are deeded to be conventional . 

The reference to Staley Manufacturing ( GB 935, 339 ) teaches 
the production of an hydroxy ethyl starch derivative which ban a 
molar substitution greater that 0.15 at page 1 (lines ^2-b0). 
The patent further teaches that specific molar amounts of 
ether if i cat ion agent must be present to achieve specific >r.oiar 
substitution is dependent and man ipul able relative to the amounts 
of ether if ication agent employed at page 3 (lines 12-32). 
rurther, note Tables 'i and XI at pages 6 and 7. 

The 3r.it inh patent to Morir-hita Pharmaceutical teaches the 
production of "a hydroxyethyl starch having a molar ratio fcetv/een 
the resulting hydroxy 1 group at the 2- position and those at the 
o- position of 0.5 to 2.0 (or 5 to 20)" at page 1 (lines 6-8). 
Further, at page 2 (lines 21-2S) the patent teaches the 
manipulation of the ratio as being dependent on varying the 
amounts of alkali relative to the C 2 to C 6 disclosed by the 
reference f-^mbracer. that of the instant eloign. 

.The primary reference to Nitsch et ax. teaches the 
production of ar^hydro;iyethy J starch fron hyriroly^&d r*ny Inpect in 
rich Gtnrch etjt;-entially recited in the instant olaa^rj, e^nf^pt 
for the specific :noiar substitution and 0. to Q ratio recited, 
i he- rfriti;-ih patent to Staley, ali^o drawn to production of an 



hydroxy ethyl starch teaches that it is known haw to manipulate 
the molar substitution of hydrozzy ethyl starch » Finally, the* 
Writish patent to Korn-hits Pftar^ar.eut.tcRl, tikewifie drawn to 
production r.f far. hydm::yethyl starch, teaches that it is known 
how to manipulate? the C c to C> ratio o± aubutitut^or,. Ail 
references are drawn to hydrcxyethyi starch production. The 
compounds of the claims are employed in the? identic:-;.) owptfif^:? t^ c^ 1 
as those of Mitsch et al . ♦ Thus, the production of an 
hydroxy ethyl starch plasma extender as recited in the instant 
claims would have been obvious from the teachings of the 
references to a practitioner having an ordinary skill in the art 
nt the t.i we t ho invention was made. Ho surprising or unexpected 
rpfiu]t.B have been shown on the record. 

Applicant's arguments with respect tn clai? 3 1-3 have been 
considered but are deemed to be moot in view of the new grounds 
c*.f rejection. 

The Declaration under 37 C. F. R. § 1.132 filed 20 December 
1991 is insufficient to overcome the rejection of r.la:.r.e 1-3 
based upon Nitsch et al . as set forth in the last Office action 
because the Declaration is not germane to the? rejection at itiBue. 
Mote MPEP 716. 



Serial Xo. 53^,294 -f-- 
Art Unit 

Du^ tr the? ne=*w grounds of reject inn this action is not being 



February 19, 1992 




NATHAN M. NUTTER 
PATENT EXAMINER 
ART UNIT 153 



